Roche Pharma Research & Early Development 
Roche Innovation Center Basel 

F. Hoffmann-La Roche Ltd 

Grenzacherstrasse 124 

4070 Basel, Switzerland 


Confidentiality Note: This message is intended only for the use of the named recipient (s) and may contain confidential and/or 
proprietary information, If you are not the intended recipient, please contact the sender and delete this message. Any unauthorized use 
of the information contained in this message is prohibited. 


APAROO000004818 


From: Anderson, James (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=73143D1860BC42458BE254CA21573B23-ANDERSONJM] 

Sent: 6/19/2020 2:00:02 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
{E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c8341d84-freiremc]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras] 

Subject: RE: ACTIV Daily Update 20200619.pptx 


And they are working on a publication that summarizes all that is known about the models. 
Jim 


From: Collins, Francis (NIH/OD) [E] 
Sent: Friday, June 19, 2020 9:56 AM 
To: Anderson, James (NIH/OD) [E 
Lawrence (NIH/OD) [E]!- 
Cliff (NIH/NIAID) [E] 


Wholley, David (FNIH) [T] 
; Austin, Christopher (NIH/NCATS) [E]! 
e, Maria (FNIH) [T. 


Subject: RE: ACTIV Daily Update 20200619.pptx 


These are terrific! 


From: Anderson, James (NIH/OD) [E]{__ 
Sent: Friday, June 19, 2020 7:49 AM 

To: Wholley, David (FNIH) [T] 
Lawrence (NIH/OD) [E] 
Cliff (NIH/NIAID) [E] <7 


; Collins, Francis (NIH/OD) [E] ¢ 
ee Austin, Christopher (NIH/NCATS) [E]{ 
; Freire, Maria (FNIH) [T] 4 


Parker, Ashley (NIH/OD) [E] 


ily Update 20200619.pptx 


It anyone is interested. David's slide 2 refers to adding examples of results from animal models to the NCATS ACTIV data 
portal on June 22. Attached are draft examples of the Syrian Hamster and mouse models. 


Jim 


From: Wholley, David (FNIH) [T] ¢ 
Sent: Thursday, June 18, 2020 9:28 PM 
To: Collins, Francis (NIH/OD) [E] 
Austin, Christopher (NIH/NCATS) [E) 
Maria (FNIH) (T] 


Tabak, Lawrence (NIH/OD) [E] 
‘b; Lane, Cliff (NIH/NIAID) [E] 2 


} t Freire, 
Parker, Ashley (NIH/OD) [E] ; 


Anderson, James (NIH/OD) 


CTIV Daily Update 20200619. pptx 
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For tomorrow morning’s war room, Friday June 19. 
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From: Austin, Christopher (NIH/NCATS) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=17597CABC42247548ES96778304F781F-AUSTINC] 

Sent: 6/19/2020 11:56:14 AM 

To: Anderson, James (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd); Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ffOb6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d345Seaf14854c83f41d84-freiremc]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras] 

Subject: RE: ACTIV Daily Update 20200619.pptx 


Thanks very much Jim — these will be a great addition to the portal and the community. 


From: Anderson, James (NIH/OD) [E]} 
Sent: Friday, June 19, 2020 7:49 AM 
To: Wholley, David (FNIH) [T] 
Lawrence (NIH/OD) [E] 
Cliff (NIH/NIAID) [E] 
f 


“Subject 


Collins, Francis (NIH/OD) [E] 
ustin, Christopher (NIH/N' 


_} Parker, Ashley (NIH/OD) [E] 


CTIV Daily Update 20200619. pptx 


It anyone is interested. David's slide 2 refers to adding examples of results from animal models to the NCATS ACTIV data 
portal on June 22. Attached are draft examples of the Syrian Hamster and mouse models, 


Jim 


From: Wholley, David (FNIH) (T] 4 
Sent: Thursday, June 18, 2020 9:28 PM 

To: Collins, Francis (NIH/OD) [E] ws abak, Lawrence (NIH/OD) [E: 
Austin, Christop! i } Lane, Cli AID) 
Maria (FNIH) (T] Parker, Ashley (NIH/OD) [E] | * 


poeneennsnniinaerniraninininniniag 
| Freire, 


(NIH/OD) 


For tomorrow morning’s war room, Friday June 19. 
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From: Hawk, Harrison [hhawk @deloitte.com] 
Sent: 2/13/2021 1:03:50 AM 
To: Connelly, Sarah [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user3ed93bab];i__ «be 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt];; 
Gregory ; Young, John (-- : Colvis, Christine (NIH/NCATS) [E] 
o=ExchangeLabs/ot change Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Menetski, Joseph (FNIH) [T] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Ottinger, Elizabeth 
(NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingerea]; Wholley, David (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(F n=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Rodriguez, Robin D 
jonson, Samantha (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(F )/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Hild, Sheri (NIH/OD) [E] 
lo=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=edd7f1939fb94be3bf063f925ac1Sf02-hildsa]; Florence, Clint (NIH/NIAID) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Mason, Stephen 


~~}; Hewitt, Judith (NIH/NIAID) [€] 


Gatto, 


Subject; RE: Data Portal Implementation 
Attachments; 20210212_ACTIV Preclinical_Data Portal Implementation_Notes.docx 
Good evening everyone, 


Please find the notes from yesterday’s meeting attached. Let us know if you have any suggested modifications. Have a 
great weekend! 


Best, 
Harrison 


Original Appointment: 
From: Hawk, Harrison 

Sent: Thursday, October 15, 2020 5:: 
To: Hawk, Harrison; Connelly, Sarah; 
Gi 


“}; Hewitt, Judith (NIH/NIAID) [E]; b6 IGatto, 


hn; Colvis, Christine (NIH/NCATS) [E]; Menetski, Joseph (FNIH) [T]; Ottinger, Elizabeth (NIH/NCATS [E]; 


Db __§ Rodriguez, Robin D; Jonson, Samantha (NIH/NCATS) [E]; Parker, Ashley (NIH/OD) [E]; Hild, Sheri 
(NIH/OD) [E]; Florence, Clint (NIH/NIAID) [E]; Mason, Stephen 

Subject: Data Portal Implementation 

When: Thursday, February 11, 20 
Where: https://deloitte.zoom.us;, 


APAROO000004835 


Join Meeting 


Password: 


Phone one-tap: 


Join by Telephone 


Dial: 


Meeting ID. 


Password: 


International numbers 


Zoom technology includes options for recording a meeting. If a meeting is being recorded, an audio and/or visual 
warning will be provided when you join a recorded meeting. A warning will also be provided if recording commences 
after you have joined the meeting. If you continue to participate in the meeting following these warnings, your 
participation will serve as your express consent to such recording. 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DITL. DTTL does not 
provide services to clients. Please see www.deloitte.com/about to learn more. 


v.E.1 


APAROO000004835 


From: Hawk, Harrison [hhawk@deloitte.com] 
Sent: 207: 


To: Colvis, Christine 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp); Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


“} Nancy Haigwood (/o=Exchangelabs/ou= Exchange 
(FYDIBOHF23SPDLT)/cn Recipients/cn=03d589f440d84691ac0a530e4ba6cebS-haigwoon.oh]; 
USARMY MEDCOM USAMRIID (USA) ; Charette, Marc (NIH/NHLBI) [E) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a7fa2baf951848b5bf1f76a049a0eca6-charettemf); Hild, Sheri (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=edd7f1939fb94be3bf063f92Sac 15f02-hildsa]; Florence, Clint (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Rodriguez, Robin D 
|; Anderson, James (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Parker, Ashley 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Ottinger, Elizabeth 
(NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingerea]; Gatto, Gregory 
st Jonson, Samantha (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Connelly, Sarah 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3ed93bab] 
cc: Lumsden, Joanne (NIH/NCATS) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1be900c2388d4 1f48e3f2cbcb2fed349-lumsdenjm) 
Subject: RE: ACTIV Preclinical - In Vivo Strategy 


Hi all, 


Please find the agenda for today’s In Vivo Strategy meeting below: 


Agenda Topic Duration Facilitator 
Joe Menetski 
Continued discussion on possible panel topics 30 mins Christine 
Colvis 
Discuss future direction for the group 10 mins Joe Menetski 
Best, 
Harrison 


= Original Appointment----- 
From: Hawk, Harrison 
Sent: Friday, October 16, 2020 2:06 PM 


(FNIH) (Tj; Colvis, Christine (NIH/NCATS) [EJ 
Nancy Haigwood; (7~ IV USARMY MEDCOM USAMRIID (USA) 


APARO000004838 


(NIH/OD) [E]; Florence, Clint (NIH/NIAID) [E]; Rodriguez, Robin D; james.anderson2@nih.gov; Parker, Ashley (NIH/OD) 
[E]; Ottinger, Elizabeth (NIH/NCATS [E]; Gatto, Gregory; Jonson, Samantha (NIH/NCATS) [E]; Connelly, Sarah 

Cc: Lumsden, Joanne (NIH/NCATS) [C] 

Subject: ACTIV Preclinical - In Vivo Strategy 

When: Friday, February 12, 2021 11:00 AM-12:00 PM (UTC-05:00) Eastern Time (US & Canada). 
Where: https://deloitte.zoom.u;__ fi _ reser 


hoead 


Hi all, 
Rescheduling this series due to a conflict with another recurring meeting for many of our attendees. 


Best, 
Harrison 


Password: oooles 5 a —— et 
| H 
Phone one-tap: | b 6 | 
} i 


Join by Telephone 


Dial 


Meeting ID: 


Password: 


International numbers 


Zoom technology includes options for recording a meeting. If a meeting is being recorded, an audio and/or visual 
warning will be provided when you join a recorded meeting. A warning will also be provided if recording commences 
after you have joined the meeting. If you continue to participate in the meeting following these warnings, your 
participation will serve as your express consent to such recording. 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


APAROO000004838 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DTTL. DTTL does not 
provide services to clients. Please see www.deloitte.com/about to learn more. 


v.E.1 


APARO000004838 


From: Menetski, Joseph (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=SO01AFS2DC4A427EA3D34F1E072F8CB7-MENETSKIJP] 

Sent: 5/15/2020 4:43:19 PM 

To: Adams, Peter (OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6e22f801f9146ef90116c4311c6f3ee-Peter.Adams]; Alvarez, Rosa 

rosalvarez@deloitte.com]; Anderson, Annaliesa | __ ; Baric, Ralph 

(o=ExchangeLabs/ou=Exchange Administrative Group 

(EYDIBOHRESSeDET)/cn Recipients/cn=48e35ab1d3044465a7790ee4dedSbc32-rbaric.emai); Carter, Kara 

‘harette, Marc (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

I RVOMORRSSSPOLT eR Recipients/cn=a7fa2baf951848b5bf1f76a049a0eca6-charettemf); Cihlar, Tomas 

; Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF235! BLT|/ensRecipients/cn=4b7e84cce098457896b2dF19fa172c87-ccolvis]; Deming, Damon (FDA/CDER) 

lo=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=8aSace9923ae415aa3d8SacO9cb76f85-DEMINGD.fda]; Diamond, Michael 

Duncan, Ken £ ernandes, Prabhavathi 

3 ie Fessel, Josh (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(F )/cn=Recipients/cn=294e2bb481d94b83a1917f15338dfel9-fesseljp]; Florence, Clint (NIH/NIAID) 

[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn 2032d0bc8554e8787e844a7773295Fe- -florencewc]; Gatto, Greg 

Nancy Haigwood [/o=ExchangeLabs/ou=Exchange 


Administrative Group (FYDIBOHF23SPDLT)/c ‘ecipients/cn=03d589f440d84691ac0a530e4ba6cebS-haigwoon.oh]; 
Hewitt, Judith (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Jonson, Samantha 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

passeplnyens eRerin vents ch=ceatevanadesa bate sbods Ini Aedboa7 -jonsonsg]; Lutz, Cat 


Ottinger, Elizabeth (NIH/NCATS [E] ficou ariciabelonteuthange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingerea]; Parker, Ashley 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Payne, David 
Punturieri, Antonello (NIH/NHLBI) [E] 


xchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ca7f3106e5f24b5cb5e933c6ee7a6bc7-punturieria); Qashu, Felicia (NIH/OD) 
{E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a55344696b2c79484d90e4 1e5-qashufm]; Rao, Srinivas 

; Stegmeier, Franl 


Young, Johni 
Subject: FW: updated spreadsheet 
Attachments: ACTIV PRECLINICAL_Animal Model Inventory_20200514.xIsx 


Dear Preclinical working group, 
Here is the most current version of the model inventory sheet. Please provide thoughts, comments and suggestions. 


Joe 


From: Hewitt, Judith (NIH/NIAID) [E] é 
Sent: Friday, May 15, 2020 10:54 AM 

To: Menetski, Joseph (FNIH) [T] « (b) ©) >; Alvarez, Rosa Maria <rosalvarez@deloitte.com> 
Subject: FW: updated spreadsheet 


Hi Joe & Rosa, 


APAROO00004861 


I had questions for Cat & Clint and haven’t heard back from either of them, but sharing this with you since you wanted 
to discuss today. 

Thanks, 

Judy 


From: Hewitt, Judith (NIH/NIAID) [E] 

Sent: Thursday, May 14, 2020 8:28 PM 

To: Florence, Clint (NIH/NIAID) [E] 6) © ; Cat Lutz © © 
Subject: updated spreadsheet 


Hi Clint & Cat, 
Here are the comments we got from the Vaccine group, specifically on the NHP tab, with my comment in red. | added 1- 


3 to both small animal and NHP tabs, questions for both of you below. 


Joe would like to discuss this version in the WG meeting tomorrow. It seems like nobody is telling us to capture less 
information. 


Some additional columns to consider for NHP studies: 


(b) (5) 


Thanks! 
Judy 


APAROO00004861 


From: Fessel, Josh (NIH/NHLBI) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=294E2BB481D94B83A1917F15338DFE19-FESSELIP] 

Sent: 5/13/2020 8:10:11 PM 

To: Kara Carter [— “ Prabha Fernandes? 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ca7f3106e5f24bScb5e933c6ee7a6bc7-punturieria]; Menetski, Joseph (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001afS52dc4a427ea3d34fle072f8cb7-menetskijp]; Adams, Peter 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6e22f801f9146ef90116c4311c6f3ee-Peter.Adams]; ‘Anderson, Annaliesa' 

|]; Baric, Ralph [/o=ExchangeLabs/ou=Exchange Administrative Group 

ic ‘DIBOHF23SPDLT)/cn=Recipients/cn=48e35ab1d3044465a7790ee4ded5bc32-rbaric.emai); Charette, Marc 

(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=a7fa2baf951848b5bf1f76a049a0eca6-charettemf]; 'Cihlar, Tomas' 

6 : Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Deming, Damon (FDA/CDER) 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=8a5ace9923ae415aa3d85ac09cb7 6f85-DEMINGD. fda]; ‘Diamond, Michael’ 

D6 ‘Gatto, Greg’ 

‘xchangeLabs/ou=Exchange 

Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt); 

Jonson, Samantha (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

T)/cn=Recipient: )0d39b145d69a7-jonsonsg]; ‘Lutz, Cat’ 

‘Nestle, Frank’ } Ottinger, Elizabeth (NIH/NCATS [E} 


|; Punturieri, Antonello 


xchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingerea]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


}6ebd70-parkeras]; 'Payne, David' 
‘Qashu, Felicia (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=3664: 


}d90e41e5-qashufm]; 'Rao, Srinivas! 
4 ‘Stegmeier, Frank’ 


cc: ‘Alvarez, Rosa Maria’ [rosalvarez@deloitte.com] 
Subject: RE; Slides and document from our meeting 
Attachments; Therapeutic information request form-v3 TP PF KC JF.docx 


Thanks so much, everyone! Adding a very few comments/suggestions to everyone’s excellent efforts. 
All my best, 


Josh 


Josh Rewel, MD, PhD 


Pronouns: 
piel gram Director ~ Vascniue Biulesy & Peimonary Hypertension 
Divi en or Lung pe Natioual Heart, Long, and Bioud Institute 

ealth 

Rao 405-F, MSC 7982 | Bethesda, MD 24892-7952 


urgeatemergent use only, please} 
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From: Kara Carter i 


i, Antonello (NIH/NHLBI) [E] 
;_ $ Adams, Peter (OS/ASPR/BARDA) 

Baric, Ralph 

‘Cihlar, Tomas' 

Deming, Damon (FDA/CDER) 

‘Duncan, Ken’ 


Nestle, Frank’ 
Parker, Ashley (NIH/OD) 


‘Stegmeier, Frank’ 
osalvarez@deloitte. ct 
Subject: RE: Slides and document from our meeting 


Sorry. With attachment. 


®, evotec 


Kara Carter, PhD 
ident Infectious Disease 


From: Kara Carter 
Sent: Wednesday, May 


To: 'Prabha Fernandes' Punturieri, Antonello (NIH/NHLBI) [E]' 


‘Adams, Peter (OS/ASPR/BARDA)' 
Baric, Ralph’ 

‘Cihlar, Tomas! 

Deming, Damon 

; ‘Duncan, Ken' 


Nestle, Frank’ 
Parker, Ashley 


ivas' 


‘Young, John’ 
Ce: ‘Alvarez, Ro m: 
Subject: RE: Slides and document from our meeting 


HI Joe, 


My comments in addition to Prabha’s and Tony's. 


APARO000004869 


Kara 


®, evotec 


Kara Carter, PhD 
Executive Vice President Infectious Disease 
(Mobile) 


From: Prabha Fernandes ie 
Sent: Wednesday, May 13, 11: 
‘Punturieri, Antonello (NIH/NHLBI) [E]' 
‘Adams, Peter (OS/ASPR/BARDA)' 
"Baric, Ralph’ 


i, Joseph (FNIH) [T]' 
"Anderson, Annaliesa' 
Kara Carter 


ihlar, Tomas‘ 


‘Nestle, Frank’ + 
arker, Ashley (NIH/OD) [E] 


'Stegmeier, Frank’ Young, John’ 
Ce: ‘Alvarez, Rosa Maria’ 2@.com> 
Subject: RE: Slides and document from our meeting 


|EXTERNAL| 


Hello Joe, 
| added my comments on Tony’s document. 
Sorry | will not be able to webinar-in today. 


Have a good meeting! 


Regards, 
Prabha 


From: Punturieri, Antonello (NIH/NHLBI) [E] 
Sent: Wednesday, May 13, 2020 9:44 AM 
To: Menetski, Joseph (FNIH) [T] 
Anderson, Annaliesa {7 


b6 


Adams, Peter (0! 


harette, Marc (NIH/NHLBI) [E]i 
Colvis, Christine (NIH/NCATS) [ET 277~ 
; Diamond, Michael ¢ 

Fernandes, Prabhavathi : 
reg {- be ; Grobler, ea 
>; Jonson, Samantha (NIH/NCATS) [E] <. 
} Ottinger, Elizabeth (NIH/NCATS [E] 


Cihlar, Tomas 
Deming, Damon (FDA/CDER) 


Fessel, Josh (NIH/NHLBI) 
>; Hewitt, Judith 
; Lutz, Cat 


Nestle, Frank 


APAROO000004869 


Parker, Ashley (NIH/OD) [E] layne, David 
“Be wees eines } Qashu, Felicia (NIH/OD) [E] 
appaport, Jay 


Subject: RE: Slides and document from our meeting 
Joe et Al., 

| added few sugg/revs for your consideration 

Thank you, 


Tony 


Antonello Punturieri, M.D., Ph.D. 

Program Director, COPD and Environment Division of Lung Diseases 
National Heart, Lung, and Blood Institute 

National Institutes of Health 

6705 Rockledge Drive, 403K MSC 7952 

Bethesda, MD 20892 
1 


COVID-19 
Get the latest public health information from CDC: 
et the latest research information from NIH: 


Htationad Heat, Lise, 
dered Menoed deve Eitestey 


is Yy Ee A R & Celebrating 50 years of progress in pulmonaty science with 
‘de the Division of Lung Diseases 


From: Menetski, Joseph (FNIH) [T] ; 
Sent: Tuesday, May 12, 2020 3:44 PM 
To: Adams, Pi 
Baric, Ralp 


Anderson, Annaliesa 
~} Charette, Marc (NIH/NHLBI) [E] 
istine (NIH/NCATS) [E] 

5 Diamond, Michael 


day jewitt, Judith (NIH/NIAID) [E] 
(NIH/NCATS) [ "Lutz, Cat <6 
Ottinger, Elizabeth 
Payne, David ¢ 


(El{ 
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Rappaport, Jay ¢ 


Stegmeier, Frank 


Young, John 


Cc: Alvarez, Rosa Maria <resalvarez@de' €.com>; Menetski, Joseph (FNIH) [T]; 
Subject: Slides and document from our meeting 


Dear Preclinical Working group, 


Thank you for another terrific call. | am attaching the slides we showed that contain the future state strategy slide. Also, 
| have attached the Request for information/Information for prioritization form. As discussed, please make suggestions 


and modifications. The questions about “what is the metric?” are to you, please suggest the appropriate metric for that 
category. 


Please try to have your responses to me by COB tomorrow and we will be able to review on Friday. 


Sincerely, 
Joe 


Joseph P. Menetski Ph.D. 

Assoviale Vice President, Research Partnerships 

‘oundation for the National Institutes of Health 
eee 


Lae 


11400 Rockville Pike, 


| fhingy ta) 


Donate to the FNIH's Pandemic Response Fund to combat COVID-19: fnih.org/pandemic 


wile 600. North Bethes 


FNIH PANDEMIC 


RESPONSE FUND 


STATEMENT OF GONFIDENTIALITY. 
This email and any attachments may contain confidential, proprietary, privileged andlor private information 


If received in error, please notify us immediately by reply email and then delete this email and any attachments from your system. Thank you! 


Please find our information on data protection here. 
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From: Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=SO01AFS2DC4A427EA3D34F 1E072F8CB7-MENETSKIJP] 

Sent: 5/12/2020 9:27:44 PM 

To: Adams, Peter (OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6e22f801f9146ef90116c43 11c6f3ee-Peter.Adams]; Anderson, Annaliesa 

§ Baric, Ralph [/o=ExchangeLabs/ou=Exchange Administrative Group 

cipients/cn=48e3Sab1d3044465a7790ee4dedSbc32- rbaric.emai]; Carter, Kara 

Charette, Marc (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

-cipients/cn=a7fa2baf951848bSbf1f76a049a0eca6-charettemf]; Cihlar, Tomas 

“4 Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Deming, Damon (FDA/CDER) 

(o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=8a5ace9923ae415aa3d85ac09cb76f85-DEMINGD. fda]; Diamond, Michael 

~]; Fernandes, Prabhavathi 

i b6 } Fessel, Josh (NIH/NHLBI) (EJ [/o=ExchangeLabs/ou=Exchange Administrative Group 

{FYDIBORFZ3SPDLT)7 ‘Ipiénts/cn=294e2bb481d94b83a1917F15338dfe19-fesseljp]; Gatto, Greg 

|; Grobler, Jay! Hewitt, Judith (NIH/NIAID) [E] 

xchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Jonson, Samantha 

(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDUT) er Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-; jonsonsg]; Lutz, Cat 

“yh Nestle, Frank! Ottinger, Elizabeth (NIH/NCATS [E] 

xchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingerea]; Parker, Ashley (NIH/OD) 

(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Payne, David 

Punturieri, Antonello (NIH/NHLBI) [E] 


xchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ca7f3106e5f24b5cb5e933c6ee7a6bc7-punturieria); Qashu, Felicia (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
cipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Rao, Srinivas 

Rappaport, Jay [7 itegmeier, Frank [ 


( 

i= 

Young, John 
cc: Alvarez, Rosa Maria [rosalvaréz@deloitté.com] 
Subject: RE: Slides and document from our meeting 
Attachments: DPI CoV-2 ACTIVE slides May 2020_KRB2.pptx 


One more file from today. Here are Matt’s slides about the Open Science Portal. 


Best, 
Joe 


From: Menetski, Joseph (FNIH) [T] 

Sent: Tuesday, May 12, 2020 3:44 PM 
To: Adams, Peter (OS/ASPR/BARDA 
Baric, Ralph ¢ 


Anderson, Annaliesa { 


; Carter, Kars 


juncan, Ken 


b6 ssel, Josh (NIH/NHLBI) 
Poorer nnn 
Hewitt, Judith 


Rao, Srinivas 


APARO000004874 


tL ; Rappaport, Jay Stegmeier, Fran 
Young, Joh 
Cc: Alvarez, Rosa Maria <rosalvarez@deloitte.com>; Menetski, Joseph (FNIH) [T] 


Subject: Slides and document from our meeting 


Dear Preclinical Working group, 


Thank you for another terrific call. | am attaching the slides we showed that contain the future state strategy slide. Also, 
| have attached the Request for information/Information for prioritization form. As discussed, please make suggestions 
and modifications. The questions about “what is the metric?” are to you, please suggest the appropriate metric for that 
category. 


Please try to have your responses to me by COB tomorrow and we will be able to review on Friday. 


Sincerely, 
Joe 


Joseph P. Menetski Ph.D. 

Associate Vice President, Research Partnerships 
Foundation for the National Institutes of Health 

H fnih.org 

11400 Rockville Pike, Suite 600, North Bethesda, MD 20852 


| findy is) 


Donate to the FNIH's Pandemic Response Fund to combat COVID-19: fnih.org/pandemic 


FNIH PANDEMIC 


RESPONSE FUND 
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From: Rappaport, Ja’ 

Sent: 5/11/2020 1:50:59 PM 

To: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Adams, Peter 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6e22f801f9146ef90116c4311c6f3ee-Peter.Adams]; Alvarez, Rosa 
[rosalvarez@deloitte.com]; Anderson, Annaliesa f_ ; Baric, Ralph 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=48e35ab1d3044465a7790ee4ded5bc32-rbaric.emai]; Carter, Kara 

Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Deming, Damon (FDA/CDER) 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=8a5ace9923ae415aa3d85acO09cb7 6f85-DEMINGD.fda]; Diamond, Michael 

; Duncan, Keni. 5 Fernandes, Prabhavathi 

|; Gatto, Greg '; Grobler, Jay } Hewitt, Judith 

(NIH/NIAID) [E] [/o: xchangeLabs/ou= Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Jonson, Samantha 

(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Lutz, Cat 

; Nestle, Frank a Ottinger, Elizabeth (NIH/NCATS [E] 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingerea]; Parker, Ashley (NIH/OD) 

{E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466 140faa95aaaafeO6ebd70-parkeras]; Payne, David 

|; Qashu, Felicia (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/en Recipients/cn= sbbad Tasoatadeoebacrodeddapedies-aashiutmn); Rao, Srinivas 

Stegmeier, Frank 

ce: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp] 

Subject: Re: Request for change: ACTIV Preclinical working group (Tuesday meeting) 


DearJoe and All, 
This would be great for me and and allow me and other NPRC Directors, to attend both ACTIV and NPRCs 


meetings. Thank you for making this change. 
Best regards, 
Jay 


Get Outlock for iOS 


From: Menetski, Joseph (FNIH) [T] |. 

Sent: Monday, May 11, 2020 8:21:44 AM 
To: Adams, Peter (OS/ASPR/BARDA 
Annaliesa 


Ivarez@deloitte.com>; Anderson, 

7 Carter, Kara 

; Deming, Damon (FDA/CDER) 
Duncan, Ken 


} Nestle, Frank 
Parker, Ashley (NIH/OD) 


‘>; Young, John 


Stegmeier, Frank 
Cc: Menetski, Joseph (FNIH) [T] = 
Subject: RE: Request for change: ACTIV Preclinical working group (Tuesday meeting) 


APARO000004881 


External Sender. Be aware of links, attachments and requests. 


Dear all, 
Thanks to all that replied quickly. The current suggested time will not work for all, so | will continue to try to move them 
meeting. For now, we will keep the Tuesday time, but look for a permanent new time starting next week. 


Joe 


From: Menetski, Joseph (FNIH) [T] q 
Sent: Monday, May 11, 2020 9:00 AM 
Alvarez, Rosa <rosalvarez@deloitte.com>; Anderson, 


jatto, Greg 

lewitt, Judith (NIH/NIAID) [E] <jhewitt@niaid.nih.gov>; 

utz, Cat <Cat.Lutz@jax.org>; Nestle, Frank 

<elizabeth.ottinger@nih.gov>; Parker, Ashley (NIH/OD) 
a + Qashu, Felicia (NIH/OD) [E] 

persia” everreray * Rappaport, Jay <jrappaport@tulane.edu>; 

Young, John <john.young.jy3@roche.com> 


Jonson, Samantha (NIH/NCATS) [E. 
f : 


Stegmeier, Frank’ 
Cc: Menetski, Jos: 
Subject: Request for change: ACTIV Preclinical working group (Tuesday meeting) 


Dear Preclinical group, 


This meeting overlaps (every week) the NPRC Directors meeting. | am writing to ask if we could move this meeting from 
Tuesday 2-3pm to Wednesday 12-1pm? Would it be possible to make this change permanently? 


We would like additional involvement in the working group by the NPRCs and this would allow Jay to attend both and 
potentially others to attend our meeting. 


Please let me know if this would be an impossible change. 
Sincerely, 

Joe 

Joseph P. Menetski Ph.D. 

f ate Vice President, Research Partnerships 
Foundation for the National Institutes of Health 


301 594-6596 | fhih.org 
11400 Rockville Pike, Suite 600, North Bethesda, MD 20852 


| fhlin) 


Donate to the 


Or 


“NIH's Pandemic Response Fund to combat COVID-19: fnih.org/pandemic 
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FNIH PANDEMIC 


RESPONSE FUND 
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From: Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=SO01AFS2DC4A427EA3D34F 1E072F8CB7-MENETSKIJP] 

Sent: 5/11/2020 1:21:44 PM 

To: Adams, Peter (OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6e22f801f9146ef90116c4311c6f3ee-Peter.Adams]; Alvarez, Rosa 
[rosalvarez@deloitte.com]; Anderson, Annalies: aric, Ralph 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn Recipients/cn=48e35ab1d3044465a7790ee4dedSbc32-rbaric.emai]; Carter, Kara 

Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Deming, Damon (FDA/CDER) 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=8aSace9923ae415. 3d85ac09. b76f85-DEMINGD. fda]; Diamond, Michael 


“} Fernandes, Prabhavathi 
; Hewitt, Judith 


(NIH/NIAID) [E] [/o=ExchangeLabs/ou=" Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Jonson, Samantha 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Lutz, Cat 


‘}; Ottinger, Elizabeth (NIH/NCATS [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingerea]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=! Recipients/cn=306b2244466140faa9Saaaafe06ebd70- parkeras]; Payne, David 
iF 5 Qashu, Felicia (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
cipients/cn=: 366447 553f44696b2c79484d90e41e5-qashufm]; 


Rappaport, Jay{ SS b6SC_~«S Stegmeier,, Frank 
(b) (6) 7 


By 
cc: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34fle072f8cb7-menetskijp] 
Subject: RE: Request for change: ACTIV Preclinical working group (Tuesday meeting) 


Dear all, 
Thanks to all that replied quickly. The current suggested time will not work for all, so | will continue to try to move them 
meeting. For now, we will keep the Tuesday time, but look for a permanent new time starting next week. 


Joe 


From: Menetski, Joseph (FNIH) [T] 4 
Sent: Monday, May 11, 2020 9:00 AM 
To: Adams, Peter (OS/ASPR/BARDA) ¢ 
Annaliesa' 


Ivarez@deloitte.com>; Anderson, 
Carter, Kara 

Deming, Damon (FDA/CDER) 
Duncan, Ken 

' Gatto, Greg 


Baric, Ralph 
vis, Christine (NIH/NCATS) [E] 
Diamond, Michael 
Fernandes, Prabhavathi 3 


Grobler, Jay ¢ 
Jonson, Samantha (NIH/NCATS) (El; 


; Nestle, Frank 
Parker, Ashley (NIH/OD) 


Stegmeier, Frank | ie 
Cc: Menetski, Josep 
Subject: Request for change: ACTIV Precli 


; Young, John 
| working group (Tuesday meeting) 


Dear Preclinical group, 


APARO000004882 


This meeting overlaps (every week) the NPRC Directors meeting. | am writing to ask if we could move this meeting from 
Tuesday 2-3pm to Wednesday 12-1pm? Would it be possible to make this change permanently? 


We would like additional involvement in the working group by the NPRCs and this would allow Jay to attend both and 
potentially others to attend our meeting. 


Please let me know if this would be an impossible change. 
Sincerely, 

Joe 

Joseph P. Menetski Ph.D. 

Associate Vice President, Research Partnerships 

ion for the National Institutes of Health 


fhih.org 
le Pike, Suite 600, North Bethesda, MD 20852 


Donate to the FNIH’s Pandemic Response Fund to combat COVID-19: fnih.org/pandemic 
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From: Prabha Fernandes 

Sent: 5/11/2020 1:13:38 PM 

To: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Adams, Peter 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6e22f801f9146ef90116c4311c6f3ee-Peter.Adams]; ‘Alvarez, Rosa’ 
{rosalvarez@deloitte.com]; ‘Anderson, Annaliesa' Baric, Ralph 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(rrpporirzasenuine Recipients/cn=48e35ab1d3044465a7790ee4dedSbc32-rbaric.emai]; ‘Carter, Kara’ 

Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(EVOBOHFISSPDUTI/ana Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Deming, Damon (FDA/CDER) 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=8a5ace9923ae415aa3d85ac09cb76f85-DEMINGD. fda]; ‘Diamond, Michael’ 

; ‘Gatto, Greg’ 

‘xchangeLabs/ou=Exchange 

T)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; 

Jonson, Samantha (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/ )0d39b145d69a7-jonsonsg]; ‘Lutz, Cat' 

} ‘Nestle, Frank’ ttinger, Elizabeth (NIH/NCATS [E] 

xchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97 bedbef038d375cd7-ottingerea]; Parker, Ashley (NIH/OD) 

[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(F ‘Recipients/cn=306b2244466140faa9Saaaafe06ebd70- parkeras]; ‘Payne, David' 

3 $ Qashu, Felicia (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

cipients/cn=36644: I90e41e5-qashufm)]; ' 

‘Stegmeier, Frank’ f 


"Young, John’ 


Subject: RE: Request for change: ACTIV Preclinical working group (Tuesday meeting) 


Hello Joe, 

This week | cannot do it but from next week | can. 
Regards, 

Prabha 


From: Menetski, Joseph (FNIH) [T]__ 
Sent: Monday, May 11, 2020 9:00 AM 


Alvarez, Rosa <rosalvarez@deloitte.com>; Anderson, 
Carter, Kara 

Deming, Damon (FDA/CDER) 
Duncan, Ken 


robler, Jay 
Jonson, Samantha (NIH/NCATS) 


[E] 


Payne, David 


Cc: Menetski, idseph (FNIH) [T] 
Subject: Request for change: ACTIV Preclinical working group (Tuesday meeting) 


Dear Preclinical group, 


APARO000004883 


This meeting overlaps (every week) the NPRC Directors meeting. | am writing to ask if we could move this meeting from 


Tuesday 2-3pm to Wednesday 12-1pm? Would it be possible to make this change permanently? 


We would like additional involvement in the working group by the NPRCs and this would allow Jay to attend both and 


potentially others to attend our meeting. 

Please let me know if this would be an impossible change. 
Sincerely, 

Joe 

Joseph P. Menetski Ph.D. 


Associate Vice President, Research Partnerships 
i © the National Institutes of Health 


uite 600, North Bethesda, MD 20852 


Donate to the FNIH’s Pandemic Response Fund to combat COVID-19: fnih.org/pandemic 
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From: Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=SO01AFS2DC4A427EA3D34F1E072F8CB7-MENETSKIJP] 
Sent: 5/11/2020 12:28:18 AM 
To: Adams, Peter (OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=fee22f801f9: Adams]; Alvarez, Rosa 
[rosalvarez@deloitte.com]; Anderson, Annaliesa Ae _3 Baric, Ralph 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn: Recipients/cn=48e35ab1d3044465a7790ee4dedSbc32-rbaric.emai); Carter, Kara 
“4; Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHE23SPDLT)/en= Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Deming, Damon (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8aSace9923ae415aa3d8SacO09cb76f85-DEMINGD.fda}; Diamond, Michael 
3 ue Se 6 i Fernandes, Prabhavathi 


"} Hewitt, Judith 

(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42chb4014d9b26af30cc-jhewitt]; Jonson, Samantha 
(NIH/NCATS) [E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
T)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Lutz, Cat 
Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
Recipients/en=' 5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Nestle, Frank 
|; Ottinger, Elizabeth (NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative 
)/cn=Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingerea); Parker, Ashley 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(EY IBOHFASSPDuT/cns Recipients/cn= 30662244466 140faa9SaaaafeO6ebd70-parkeras]; Payne, David 
} Qashu, Felicia (NIH/OD) (E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
iORSDOTS Recipients/cn=366447a553f44696b2c79484d90e41eS- -gashufm); Rao, Srinivas 

Rappaport, Jay f } } Stegmeier, Frank { 


Young, John 
Subject: Public preclinical compounds to assess for initial prioritization scheme 
Attachments: Preclinical Asset filter strategy.pptx; Preclinical assets from public databases.xlsx 


Dear All, 

| have spent a little time with the list of therapies that Deloitte has collected by scraping several public databases, | have 
done an initial filtering exercise and thought you might like to see the initial list. We may use this as a test for how we 
might prioritize therapies as we get into this more. 

| have included an excel sheet based on slide 7 and shown graphically on slides 8 and 9. 


We can discuss more on Monday. 


Best regards, 
Joe 


Joseph P. Menetski Ph.D. 
Associate Vice President, Research Partnerships 
for the National Institutes of Health 
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FNIH PANDEMIC 


RESPONSE FUND 
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From: Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=S001AFS2DC4A427EA3D34F1E072F8CB7-MENETSKIJP] 
Sent: 5/9/2020 7:20:42 PM 


To: Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466 140faa9SaaaafeO6ebd70-parkeras]} 
Subject: RE: ACTIV emails 


OK, thank you. Then | am good. 


Joe 


From: Parker, Ashley (NIH/OD) [E 
Sent: Saturday, May 9, 2020 2:54 PM 
To: Menetski, Joseph (FNIH) [T] 
Subject: RE: ACTIV emails 


Hi Joe, 


I’ve shared these with David every Friday — they include all of the inquiries we have received since the launch of ACTIV 
and include a black header showing the week in which they were obtained. 


This is everything we received for preclinical but feel free to browse through the other tabs for clinical Tx ect., you may 
see something that may apply to your working group. 


Best, 
Ashley 


From: Menetski, Joseph (FNIH) [T] 
Sent: Saturday, May 9, 2020 2: 
To: Parker, Ashley (NIH/OD) [E] 
Subject: RE: ACTIV emails 


Hi Ashley, 
Thank you. Sorry to bug you on a weekend. 
Are there files from previous weeks, or does this include everything that OD has gotten so far? 


We are trying to collect data for prioritization in the preclinical space and | want to make sure | am not missing anything. 
You can send them Monday, not an urgent request. 


Thank you for your reply and collecting all this. 
Best, 


Joe 


From: Parker, Ashley (NIH/OD) [E] < 
Sent: Saturday, May 9, 2020 2:13 PM 
To: Menetski, Joseph (FNIH) [T] 
Subject: Re: ACTIV emails 
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Hi Joe, 
| resent the excel file in a separate email from my iPhone. 


Best, 
Ashley 


On May 9, 2020, at 12:56 PM, Menetski, Joseph (FNIH) [T! 


Dear Ashley, 


| was hoping that you could resend the excel files that contain the emails to NIH from the last few 
weeks? | would like to recheck and make sure | have all the preclinical information that | need for 


moving forward in the preclinical prioritization group. What ever is easiest for you would be terrific. 


Thank you for collecting these and | appreciate your sending these. 
Thank you, 


Joe 


Menetski Ph.D. 

ice President, Research Partnerships 

Foundation for the National institutes of Health 
fnih.c 

11400 Rockville Pike 

<image001.jpg> <i 


uite 600, North Bethesda, MD 20852 
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Donate to the FNIH’s Pandemic Response Fund to combat COVID-19: fnih.org/pandemic 
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From: Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=SO01AFS2DC4A427EA3D34F1E072F8CB7-MENETSKIJP] 

Sent: 5/9/2020 5:50:34 PM 

To: Adams, Peter (OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6e22f80: Adams]; Alvarez, Rosa 
[rosalvarez@deloitte.com]; Anderson, Annaliesa aric, Ralph 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=48e35ab1d3044465a7790ee4dedSbc32-rbaric.emai]; Carter, Kara 

[ Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Deming, Damon (FDA/CDER) 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=8aSace9923ae415aa3d85acO09cb76f85-DEMINGD.fda}; Diamond, Michael 

2 3 Duncan, Ken ndes, Prabhavathi 

|; Gatto, Gregi” + Hewitt, Judith 

(hina) [E] [/o: SchangeLabs/ouckxtiienae ‘Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Jonson, Samantha 

(NIH/NCATS) [E) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn: €2/69369d654bef89b0d39b145d69a7- -jonsonsg]; Lutz, Cat 

jestle, Frank ; Ottinger, Elizabeth (NIH/NCATS [E] 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingerea]; Parker, Ashley (NIH/OD) 

[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Payne, David 

|; Qashu, Felicia (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

cipients/cn=366447, b2¢79484d90e41e5-qashufm]); 

Rappaport, Jay (__ wn} Stegmeier, Frank { 


C 
Young, Johni, 
cc: Menetski, Joseph (FNIH) (T) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=S001afS2dc4a427ea3d34fle072f8cb7-menetskijp]} 
Subject: FW: Clarification 


Dear Preclinical Working group members, 


Please see the email below. Annaliesa promised to ask Dr Dolsten for some clarification about his chat comment during 
the Leadership Team Meeting and she provides that explanation below. 


This maybe a interesting topic to discuss with our expert panels as they are deciding on prioritization of preclinical 
therapies. 


Thank you Annaliesa! 


Best, 
Joe 


From: Anderson, Annaliesa; 
Sent; Saturday, May 9, 2020 T. 
To: Menetski, Joseph (FNIH) [T] 
Subject: Clarification 


Hi Joe 
| followed up with Mikael Dolsten regarding his question to the preclinical group: 


“Can the team suggest what types of experiments would provide broader learnings just than single drug or vaccine? such 
as creating learnings cross many products" 
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What triggered the question was the suggestion to test a & 6) *. This drug class that failed for a several of 


human conditions and there are limited biological learnings, as many different cells are partly impacted. 

Thus how we can recommend the testing of different drugs/ modalities to provide information on the different cytokine 
networks , signaling pathways , cell types that they target. 

For example () 6) has been tested; there are other JAKis that target different pathways. How would they 
compare? In addition when looking at these compounds in the models, what are the readouts that should be considered 
to get a more systematic systems biology approach to test biological concepts and not just having shots in the dark. 


Please can you share this with the group. 
Thank you 
Liesa 


Comments during the call 


annaliesa, yes that would be great. | believe, appropriately so, the focus of ACTIV we are involved with have been 
toward a Therapeutic or Vaccine. Perhaps he is thinking more from a pathogenetic mechanism of various "syndrome' 
features to include cardiac involvement, potentially vasculitis, Immune response characterization to infection etc etc. 
Makes sense to me. | bet many of the intra and extamural grants will be aimed at this as well. Srini. 


Considering different targets (eg viral vs. host and disease pathology targets , a one size fits all is not god. Since 2 or 
more drugs may be needed in therapy of these patients. For each of these targets we could come up with best profile., 
Prabha 


\ think the samples from the studies, that are not used, can be made available as part of a sample bank for further 
studies regarding the clinical and animal models and also defining better what is working and what isn’t, It would be 
worth collecting samples for plasma and RNAseq etc. Such mechanistic information could help define synergies and 
combinations 


Animal studies - samples would be helpful.|. Human studies are not "pure" as all patients are getting more than one 
drug,. Prabha 


Annaliesa S Anderson Ph.D. FAAM 

Chief Scientific Officer Bacterial Vaccines 

Chief Scientific Officer Hospital Business Unit 

Pfizer Vaccine Research and Development, Bldg 222, Rm 3184 

401 N Middletown Road | Pearl River | NY 10965| USA | 

Te }| Mobile: [7 “3 Fax: (845) 474-5150 
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From: Florence, Clint (NIH/NIAID) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=SE032D0BC8554E8787E844A7773295FE-FLORENCEWC] 

Sent: 5/6/2020 2:24:51 PM 

To: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34fle072f8cb7-menetskijp]; Ottinger, Elizabeth 
(NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingere 

rosal varez@deloitte.com]; Young, John c 

(NIH/NIAID) [E) [/o=ExchangeLabs/ou=Ex 1g 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt _.b Gatto, 

Gregory [. ; Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Stratton, Benjamin 

bstratton@DELOITTE.com); Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd); Rodriguez, Robin D 

cE ; Deming, Damon (FDA/CDER) 


; Alvarez, Rosa Maria 
‘3; Hewitt, Judith 


xchangeLabs/ou=Exchange Administrative Group 
{FYDIBOHF23SPOLT)/‘ =Recipients/cn=8aSace9923ae415aa3d85ac09cb76f85-DEMINGD. fda]; 


cc: 


BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn= Recipients/cn=f6e22f801f9146ef90116c4311c6f3ee-Peter.Adams]; Baric, Ralph 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=48e35ab1d3044465a7 790ee4dedSbc32-rbaric.emai]; Carter, Kara 

Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis); Diamond, Michael 

jluncan, Ken ernandes, Prabhavathi 

Grobler, Jay! Hewitt, Judith (NIH/NIAID) [E] 

ige Administrative 
aEYBIGOMFISSRDLT /esonsetptes lene JAdeT dadteiad isso dah SGata0ce -jhewitt]; Jonson, Samantha 
(NIH/NCATS) [E) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT) =Ri ecipients/cn=ce2f69369d65 4bef89b0d39b 14506947, jonsonsg]; Nestle, Frank 

ape |; Ottinger, Elizabeth (NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group VDI SPDLT}/cn=Recipients/cn=ad34123055944f9 7bedbef038d375ed7-ottingereal; Parker, Ashley 
(NIH/OD) [E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeOG6ebd70-parkeras]; Payne, David 

4, Qashu, Felicia (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Stegmeier, Frank 


i. £ 
Subject: Re: ACTIV Animal Model Sub Group PRECLINICAL-TX Meeting 


All— 
It’s been pointed out that | listed Rhesus twice. My mistake. It should read... 


By far, Rhesus is the furthest along, followed by AGM and then Cynos. | continue to update this slide deck when new 
data comes to my attention. 


Thanks — 


Clint 


From: "Florence, Clint (NIH/NIAID) [E] 


Date: Wednesday, May 6, 2020 at 9:38 AM 
: "Menetski, Joseph (FNIH) [T] 4, "Ottinger, Elizabeth (NIH/NCATS [E]" 
"Alvarez, Rosa Maria" <rosalvarez@deloitte.com>, "Young, John" 
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4, "Hewitt, Judith 
“Gatto, Gregory" 
‘Stratton, Benjamin" 
‘Rodriguez, Robin D" 


Damon (FDA/CDER 
Cc: "Adams, Peter (O! 


"Ottinger, Elizabeth (NIH/NCATS 
, "Payne, David" 
, "Stegmeier, Frank" 


~b, "Nestle, Frank 
“}, "Parker, Ashley 
| "Qashu, Felicia (NIH/OD) [E]" 


Subjec Re; ACTIV Animal Model Sub Group PRECLINICAL-TX Meeting 


All- 
Please see attached slide deck which summarizes NHP model development to date that | know about worldwide. 


By far, Rhesus is the furthest along, followed by Cynos and then Rhesus. | continue to update this slide deck when new 
data comes to my attention. 


Thought this might be interest and useful. If desired, | can present at a meeting. 
Thanks — 


Clint 


From: "Menetski, Joseph (FNIH) (T]") 
Date: Wednesday, May 6, 2020 at 8:12 
To: “Ottinger, Elizabeth (NIH/NCATS [E. 
<rosalvarez@deloitte.com>, "Young, John" 


Alvarez, Rosa Mar 


psa Coivis, Christine (NiH/NCATS) [Ej" 
Stratton, Benjamin" <bstratton@DELOITTE.com>, "Wholley, David (FNIH) [T]" 


Cc: "Adams, Peter (OS/ASPR/BARDA)" : 
"Carter, Kara"{ 
"Diamond, Michael": 
“Fernandes, Prabhavathi" i 


“Parker, 


Ashley (NIH/OD) [e]" >, “Qashu, Felicia 
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(NIH/OD) [E j "Stegmeier, Frank 
Subject: RE: ACTIV Animal Model Sub Group PRECLINICAL-TX Meeting 


Dear All, 
This is a terrific presentation (my opinion) and contains a lot of data. 
Thank you Liz for sharing. 


Joe 


From: Ottinger, Elizabeth (NIH/NCATS [E]! 
Sent: Tuesday, May 5, 2020 3:08 PM 
To: Alvarez, Rosa Maria <rosalvarez@deloitte.com>; Young, John 
‘Hewitt, Judith (NIH/NIAID) [E] 
Christine (NIH/NCATS) [E] 


Deming, Dam 
Florence, Clint (NIH/NIAID) [E] i~ 
TX Meeting = 


Subject: roup 
Attached is presentation that Lovelace gave yesterday with some animal information. Also, wanted to provide the 
information for the NIH COVID Digital Pathology Repository (COVID-DPR) https://COVID19pathology.nih.zov where 
patient samples are being deposited. Contact information is on the site and to request access to view. Could be useful if 
animal pathology data could also be deposited. 

Regards, 

Liz 


From: Alvarez, Rosa Maria <r | om> 
Sent: Tuesday, May 5, 2020 10:18 AM 
To: Young, John { 


Hewitt, Judith (NIH/NIAID) [E] 

} Colvis, Christine (NIH/NCATS) [E] 
Ottinger, Elizabeth (NIH/NCATS [E] 
Wholley, David (FNIH) [T] 

Peming, Damon 


Menetski, Joseph (FNIH) [T] 
; Stratton, Benjamin <! 


FDA/CDER) ¢ 
6 


jorence, Clint (NIH/NIAID) [E] 
Subject: RE: ACTIV Animal Model Sub Group PRECLINICAL-TX Meeting 
Hi all, 


Thank you again for your time yesterday. The key action item coming out of our meeting was to finalize our small animal 
inventory (attached). See below for additional details on this process: 


[5/6 - Clint and Judy] Take first pass at identifying and filling in the gaps of the Animal Model inventory, including 
questions that will be answered with the specific animal models (e.g. infectivity, transmission, extent of disease 
presentation [mild, severe], etc.). Share with Sub Group on 5/6 for additional feedback 

{5/7 - Sub Group] Identify and fill out gaps of the animal model inventory (as described above) for discussion during our 
Sub Group Meeting 

[5/7 - Meeting] — we are trying to postpone our meeting to Thursday to allow for more time work on the animal model 
inventory 
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Regards, 
Rosa 


Rosa M. Alvarez 
Deloitte Consulting LLP 
I 


From: Alvarez, Rosa Maria 
sent Sunday, May 3, 2020 10:51 


itt, Judith (NIH/NIAID) [E] 
A Colvis, Christine (NIH/NCATS) [E] 

beth (NIH/NCATS [E] 
Rodriguez, Robin D 


Leieatmenes 
oh 


Hope you had a good weekend. Please see below for our agenda for tomorrow’s session. 
We will kick-off our meeting discussing our latest version of the Animal Model inventory (attached). Thank you all who 


contributed entries to this inventory. 
Let us know if you have any questions. 


Agenda Topic Duration —_ Facilitator 


Review and discuss updated small animal inventory 30 min Sub Group 

Cat Lutz, 

Provide update on AWS conversation regarding preclinical data sharing platform 10 min Christine 
Colvis 


Discuss final NHP Strategy slides 10 min Jay Rappaport 


a 7 Joe Menetski, 
Align on Next Steps 10'min Rosa Alvarez 


Regards, 
Rosa 


Rosa M. Alvarez 


From: Alvarez, Rosa Maria 
Sent: Thursday, April 23, 2020 10:31 AM 


To: Young, John; Alvarez, Rosa Maria; b6 


lewitt, Judith (NIH/NIAID) [E]; 
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Gregory; Colvis, Christine (NIH/NCATS) [E]; Menet: 


ttinger, Elizabeth (NIH/NCATS [E]; Stratton, 
bé____ }Rodriguez, Robin D = 


? Deming, Damon (FDA/CDER); 


lorence, Clint (NIH/NIAID) [E] 
Subject: ACTIV Animal Model Sub Group PRECLINICAL-TX Meeting 
When: Monday, May 4, 2020 12:00 PM-1:00 PM (UTC-05:00) Eastern Time (US & Canada). 


Join Meeting 


F 


Password i 


Phone one-tap: 


Join by Telephone 
Dial: 


Meeting ID: 


bb 


Password: 


International numbers 


Zoom technology includes options for recording a meeting. If a meeting is being recorded, an audio and/or visual 
warning will be provided when you join a recorded meeting. A warning will also be provided if recording commences 
after you have joined the meeting. If you continue to participate in the meeting following these warnings, your 
participation will serve as your express consent to such recording. 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DTTL. DTTL does not 


provide services to clients. Please see www.delvitte.com/about to learn more. 


v.E.1 
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From: Collins, Francis (NIH/OD) [€) [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E1CA313F44CED9938E50D2FFOB6C2-COLLINSF] 

Sent: 5/1/2020 6:30:00 PM 

To: 

cc: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd); Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Menetski, Joseph (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=S001af52dc4a427ea3d34f1e072f8cb7-menetskijp] 

Subject: ACTIV partnership for COVID-19 

Attachments: FNIH Covid 19 meeting April 03 2020 notes.docx 


Dr, Louise Pitt 
Director, Center for Aerobiological Sciences 
USAMRIID 


Dear Dr. Pitt, 


1am writing to you at the suggestion of Brigadier General Michael Talley. As you know well, addressing the COVID-19 
pandemic is an urgent priority for the entire biomedical research community. While the response has been broad and 
immediate, with many individuals and organizations already dedicated to applying their capabilities to respond, the field 
needs to find a way to focus and prioritize these many efforts, as there is a critical need for effective treatments and 
vaccines. 


NIH has been working at the forefront of addressing the crisis, including rapidly launching its own clinical trials of 
therapeutics and of course working with other government agencies and individual companies on accelerated testing of 
vaccines and therapeutics. In order to broaden the response on April 17 we announced ACTIV, a new public-private 
partnership with FDA, BARDA, industry, and academic scientists to further accelerate progress against COVID and the 
threat of future pandemics. We have since added representatives from the Veterans Administration and, in recognition 
of the valuable work and capabilities of the DoD in these and other fields of medical research, approached BG Talley 
earlier this week to see if there would be interest in adding representatives from the Department to our partnership. 


As described in the attached meeting notes (from our kick-off on April 3) we have now set up Working Groups to decide 
efforts in four key areas—accelerating preclinical therapeutic development, optimizing clinical therapeutic 
development, coordinating clinical trials capacity, and supporting effective vaccine development. At the suggestion of 
BG Talley, | would like to invite you to join as a member on the Therapeutics — Preclinical Working Group which is being 
co-chaired by Christine Colvis, NCATS and John Young, Roche. While this group has been meeting for several weeks, 
there are many decisions still to be made and many areas of discussion that can benefit from your insights and 
expertise. 


Please direct your response to this invitation to Joe Menetski, {bio the Foundation for the NIH, who 
will fill you in on the mission and progress of the Working Group and get you integrated into meeting logistics. | look 
forward to your contributions to this critical effort. 


Best, 
Francis Collins 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF28414883D0B6996D677257-WHOLLEYD] 


Sent: 5/1/2020 4:11:20 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

cc: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34fle072f8cb7-menetskijp]; Parker, Ashley (NIH/OD) 
[E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras] 

Subject: DoD invitation note #3: Dr. Louise Pitt for TX - Preclinical WG 

Attachments: ACTIV Partnership Leadership Meeting QA Follow Up_20200424 final.docx 


Francis and Ashley: 
Note for Dr. Louise Pitt 


Director, Center for Aerobiological Sciences 
USAMRIID 


Dr. Louise Pitt 
Director, Center for Aerobiological Sciences 
USAMRIID 


Dear Dr. Pitt, 


| am writing to you at the suggestion of Brigadier General Michael Talley. As you know well, addressing the COVID-19 
pandemic is an urgent priority for the entire biomedical research community. While the response has been broad and 
immediate, with many individuals and organizations already dedicated to applying their capabilities to respond, the field 
needs to find a way to focus and prioritize these many efforts, as there is of course a critical need for effective 
treatments and vaccines. 


NIH has been working at the forefront of addressing the crisis, including rapidly launching its own clinical trials of 
therapeutics and of course working with other government agencies and individual companies on accelerated testing of 
vaccines and therapeutics. In order to broaden the response on April 17 we announced ACTIV, a new public-private 
partnership with FDA, BARDA, industry, and academic scientists to further accelerate progress against COVID and the 
threat of future pandemics. We have since added representatives from the Veterans Administration and, in recognition 
of the valuable work and capabilities of the DoD in these and other fields of medical research, approached BG Talley 
earlier this week to see if there would be interest in adding representatives from the Department to our partnership. 


As described in the attached meeting notes (from our kick-off on April 3) we have now set up Working Groups to decide 
efforts in four key areas—accelerating preclinical therapeutic development, optimizing clinical therapeutic 
development, coordinating clinical trials capacity, and supporting effective vaccine development. At the suggestion of 
BG Talley, | would like to invite you to join as a member on the Therapeutics — Preclinical Working Group which is being 
co-chaired by Christine Colvis, NCATS and John Young, Roche. While this group has been meeting for several weeks, 
there are many decisions still be made and many areas of discussion that can benefit from your insights and expertise. 


Please direct your response to this invitation to Joe Menetski, be of the Foundation for the NIH, who 
will fill you in on the mission and progress of the Working Group and get you integrated into meeting logistics. | look 
forward to your contributions to this critical effort. 


Best, 


APAROO00004903 


Francis Collins 


APAR0000004903 


From: Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=SO01AFS2DC4A427EA3D34F1E072F8CB7-MENETSKIJP] 

Sent: 4/27/2020 10:03:31 PM 

To: Adams, Peter (OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6e22f801f9146ef90116c4311c6f3ee-Peter.Adams]; Alvarez, Rosa 
[rosalvarez@deloitte.com]; Anderson, Annaliesa ; Baric, Ralph 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=48e35ab1d3044465a7790ee4ded5bc32-rbaric.emai); Carter, Kara 

Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Deming, Damon (FDA/CDER) 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT) =Ri =cipients/cn= BaSa 9923ae415aa3d8Sac09ch76F85- DEMINGD.fda]; Diamond, Michael 

fi Fernandes, Prabhavathi 

Hewitt, Judith 


_} Gatto, Greg 
(NIH/NIAID) {E] [/o=ExchangeLabs/ou=Exchange Kaministrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d0a7dadfchd42cbb4014d9b26af30cc-jhewitt]; Jonson, Samantha 
(NIH/NCATS) [E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
BOHF23SPDLT)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Lutz, Cat 

Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
cipients/cn=5001af52de4a427ea3d34f1e072f8cb7-menetskijp]; Nestle, Frank 

|; Ottinger, Elizabeth (NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative 
)/cn=Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingerea); Parker, Ashley 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Payne, David 


Stegmeier, Frank | 
Subject: FW: Q re COVID NI 


Thank you for the link Sheri. 


Dear Working group, 
Sheri told us that there was a forum for sharing animal model data. The link below is that forum. Please take a look and 
let’s use this as an example of what is out there and if it would suit the needs of the animal models subgroup. 


Best, 
Joe 


From: Hild, Sheri (NIH/OD) [E] ¢ 
Sent: Monday, April 27, 2020 5:24 PM 
To: Colvis, Christine (NIH/NCATS) [E]&. 
Subject: RE: Q re COVID NHPs 


Menetski, Joseph (FNIH) [T]} _ 


baginview 


Most everyone is doing bioRxiv preprints too, so data are available. 


Sheri 


From: Colvis, Christine (NIH/NCATS) [E] 
Sent: Monday, April 27, 2020 1:47 PM 


APAROO000004906 


To: Hild, Sheri (NIH/OD) [E] {~ 
Subject: FW: Q re COVID NHPs 


This is the kind of thing we need for ACTIV. Can this be shared with the ACTIV group...at least the animal model 
subgroup? 


From: Anderson, James (NIH/OD) [E] 4_ 
Sent: Monday, April 27, 2020 10:42 AM 


To: Austin, Christopher (NIH/NCATS) [E] f 
Subject: RE: ACTIV Daily Update 20200427.pptx 


Chris, 


Are you (Christine Colvis) learning what you need about NHP resources? Two weeks ago | asked the NPRC Directors to 
create an inventory of their resources that could be used for COVID research, Tables 1 and 2. We told them that ACTIV is 
their top priority for now. | can’t tell who is talking to whom. If you need to know anything about NHP or be connected 
with the NPRCs please don’t hesitate to ask. We also have contacts across the federal government on a Trans-federal 
NHP planning WG. 


Jim 


APAROO000004906 


From: Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=SO01AFS2DC4A427EA3D34F1E072F8CB7-MENETSKIJP] 

Sent: 4/23/2020 4:52:28 PM 

To: Adams, Peter (OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=1 Recipients/cn=f6e22f801f9146ef90116c4311c6f3ee-Peter.Adams]; Alvarez, Rosa 
[rosalvarez@deloitte.com]; Anderson, Annaliesa f £ aric, Ralph 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=48e35ab1d3044465a7790ee4dedSbc32-rbaric.emai]; Carter, Kara 

_}; Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Deming, Damon (FDA/CDER) 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=R ipients/cn= BaSace9923ae415; 3d 85a 09cb76f85-DEMINGD.fda]; Diamond, Michael 

pa 


Hewitt, Judith 


(NIH/NIAID) [E} [/o: schangeLabs/ouckxciience Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d0a7dadfchd42cbb4014d9b26af30cc-jhewitt]; Jonson, Samantha 
(NIH/NCATS) [E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Lutz, Cat 

Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
cipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Nestle, Frank 

t |; Ottinger, Elizabeth (NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingerea]; Parker, Ashley 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466 140faa9SaaaafeO06ebd70-parkeras]; Payne, David 


Stegmeier, Frank [/ ; Young, John 
cc: Kirby, Donnat ombardo, John **" 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Moore, Debra 


); Melencio, Chery! (FNIH) [T] 


Subject: Final Slide deck from yesterday's Leadership Team Meeting 
Attachments: ACTIV Partnership Leadership Team Meeting 20200421 Final 2.pptx 


Dear Preclinical Working group, 


1am sharing the slides that were presented to the Leadership team yesterday to highlight the progress of the effort. The 
leadership team felt the effort was going very well and will be meeting again in 2 weeks. 


The progress is outstanding and is expected to continue at least as fast, so we still have work to do. Thank you for all of 
your input and efforts so far. 


Best regards, 
Joe 


foseph P. Menetski Ph.D. 

Associate Vice President, Research Partnerships. 
oundation for the National Institutes of Health 
thik 
11400 Rockville Pi 


| flings ie) 


Donate to the PNIH's Pandemic Response Find to combat COVID-19: fhih.org/pandemic 


, Suite 606, North Bethesda, MD 20852 
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FNIH PANDEMIC 


RESPONSE FUND 
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From: Hawk, Harrison [hhawk @deloitte.com] 
Sent: 2/1/2021 5:23: 
To: Young, John 
[/o= ExchangeLabs/ou= change Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a7fa2baf951848bSbf1f76a049a0eca6-charettemf]; Hild, Sheri (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
=Recipients/cn=edd7f1939fb9 4be3bf063f925ac15f02-hildsa]; Rodriguez, Robin D 
____.| Ottinger, Elizabeth (NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingerea]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001afS2dc4a427ea3d34f1e072f8cb7-menetskijp); Colvis, Christine 
(NIH/NCATS) [E] (/o=ExchangeLabs/ou=| Exchange Administrative Group 
84cce098457896b2df19fa172c87-ccolvis], 
Nancy Haigwood [/o=ExchangeLabs/ou=! Exchange Administrative Group 


Charette, Marc (NIH/NHLBI) [E] 


USARMY MEDCOM USAMRIID (USA) 
(NIH/NIAID) [E] [/o=ExchangeLabs/o 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Anderson, James 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm); Parker, Ashley 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafe06ebd70-parkeras); Gatto, Gregory 
jonson, Samantha (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT) /en=" Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Connelly, Sarah 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3ed93bab] 


Florence, Clint 


cc: Lumsden, Joanne (NIH/NCATS) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1be900c2388d41f48e3f2cbcb2fed349-lumsdenjm]) 
Subject; ACTIV Preclinical - In Vivo Strategy Notes 


Attachments: 2021029_ACTIV Preclinical_In Vivo Strategy_Notes.docx 


Hi all, 
Please find the notes from Friday’s meeting attached. Let us know if you have any suggested modifications. 


Best, 
Harrison 


-~---Original Appointment----- 

From: Hawk, Harrison 

Sent: Friday, October 16, 2020 2:06 PM 
To: Young, John;: 
Elizabeth (NIH/NCATS [E]; Hawk, Harrison, 


Id, Sheri (NIH/OD) [E]; Rodriguez, Robin D; Ottinger, 
5 Menetski, Joseph (FNIH) [T]; Colvis, Christine 
Nancy Haigwood; [ 
i Florence, Clint (NIH/NIAID) [E]; 
Parker, Ashley inMA/oor [E]; Gatto, Gregory; Jonson, Samantha (NIH/NCATS) [E]; Connelly, 


Sarah 

Cc: Lumsden, Joanne (NIH/NCATS) [C] 

Subject: ACTIV Preclinical - In Vivo Strategy 

When: Friday, January 29, 2021 11:00 AM-12:00 PM (UTC-05:00) Eastern Time (US & Canada). 
Where: 


Hi all, 


APAROO000004923 


Please see below for the agenda for this morning’s meeting. 


‘Agenda Topic Duration Facilitator 
Updates on offline NHP field guide work $ rain patting 
Updates on BEI viral stock production (as needed) Smins Clint Florence 
Discuss possible topics for small animal models and NHP panels 30 minutes eee 
Align on action items and next steps 5 mins Sarah Connelly 


Joe Menetski 


Password 


' i 
Phone one-tap: | b 6 | 
i | 
| H 
i } 


Join by Telephone 
Dial 


Meeting ID: 


Password: 


International numbers 


Zoom technology includes options for recording a meeting. if a meeting is being recorded, an audio and/or visual 
warning will be provided when you join a recorded meeting. A warning will also be provided if recording commences 
after you have joined the meeting. If you continue to participate in the meeting following these warnings, your 
participation will serve as your express consent to such recording. 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 


APARO000004923 


any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"), Each Deloitte member firm is a separate legal entity and a member of DTTL. DTTL does not 
provide services to clients. Please see www.deloitte.com/about to learn more. 


v.E.1 
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From: Hawk, Harrison [hhawk @deloitte.com] 


Sent: 
To: Connelly, Sarah [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user3ed93bab); Hewitt, Judith (NIH/NIAID) [E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn: Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt];:__ 
x |; Young, Johni__ Colvis, Christine (NIH/NCATS) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Menetski, Joseph (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Ottinger, Elizabeth 
(NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYOIBOHF23SPOLT)/cn= Recipients/cn=ad34123055944f97 bedbef038d375cd7-ottingerea]; Rodriguez, Robin D 
}; Jonson, Samantha (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Parker, Ashley (NIH/OD) 
E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466 140faa9SaaaafeO6ebd70-parkeras]; Hild, Sheri (NIH/OD) [E] 
/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=edd7f1939fb94be3bf063f92Sac15f02-hildsa]; Florence, Clint (NIH/NIAID) [E] 
lo=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Mason, Stephen 
fe 7 
Subject: "RES Data Portal Implementation 


Attachments: 20210114_ACTIV Preclinical_Data Portal Implementation_Notes.docx 


Hi everyone, 
Please find the notes from yesterday’s meeting attached. 


Best, 
Harrison 


Harrison Hawk 
Deloitte Consulting LLP _ 


-----Original Appointment----- 
From: Hawk, Harrison 

Sent: Wednesday, January 13, 2021 2:54 PM 

} Connelly, Sarah; Hewitt, Judith (NIH/NIAID) (El. \Gatto, Gregory; Young, 
John; Colvis, Christine (NIH/NCATS) [E]; Menetski, Joseph (FNIH) [T]; Ottinger, Elizabeth (NIH/NCATS [E]; Rodriguez, 
Robin D; Jonson, Samantha (NIH/NCATS) [E]; Parker, Ashley (NIH/OD) [E]; Hild, Sheri (NIH/OD) [E]; Florence, Clint 
(NIH/NIAID) [E]; Mason, Stephen 

Subject: Data Portal Implementation 

When: Thursday, January 14, 2021 9:00 AM-10:00 AM (UTC-05:00) Eastern Time (US & Canada). 
Where: https://deloitte.zoom.us). 


Hi all, 


Please see the agenda for tomorrow's data portal implementation meeting below. Let us know if you have any 
suggested modifications. 


APAROO000004928 


Best, 
Harrison 


Agenda Topic Duration | Facilitator 


Samantha 
Jonson 


New animal model webpage updates 


Discuss new additions to page (including the viral reference strain recommendation Samantha 
criteria, mouse model literature) Jonson 


Jay 


Updates on the NHP study-level data portal Rappaport 


Join Meeting 


Password 
Phone one-tap: 


Join by Telephone 
Dial: 


Meeting ID 


Password: 


International numbers 


Zoom technology includes options for recording a meeting. If a meeting is being recorded, an audio and/or visual 
warning will be provided when you join a recorded meeting. A warning will also be provided if recording commences 
after you have joined the meeting. If you continue to participate in the meeting following these warnings, your 
participation will serve as your express consent to such recording, 


APARO000004928 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DITL. DTTL does not 
provide services to clients. Please see www.deloitte.com/about to learn more. 


v.E.1 


APAROO000004928 


From: Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=SO01AFS2DC4A427EA3D34F 1E072F8CB7-MENETSKIJP] 
Sent: 12/23/2020 10:51:07 PM 
To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Collins, Francis (NIH/OD) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Anderson, James (NIH/OD) 
(E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Patterson, Amy 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f319 1d65bb70f-pattersa] 
Subject: Proposal for a national tracking, testing, and reporting of emergent SARS-CoV-2 variants 
Attachments: ACTIV_ Preclinical_ Emerging Sequence Surveillence Proposal_F3.docx 


Dear All, 


Thank you for your comments and feedback. This version has fixed a typo, changing the last summary budget table to 
2023 (thanks Chris). 


Please feel free to share as suggested. Again, let me know if there are any questions or suggestions. 


Best regards, 
Joe 


From: Menetski, Joseph (FNIH) [T] } 
Sent: Wednesday, December 23, 26 
To: Wholley, David (FNIH) [T] 
Lawrence (NIH/OD) [E] ; Lane, Cliff (NIH/NIAID) [E! 
(FNIH) [T] ___.p Austin, Christopher (NIH/NCATS) [E i 
py b6 } Anderson, James (NIH/OD) [E] 

H > 

Cc: Menetski, Joseph (FNIH) [T] 
Subject: RE: 12/23 war room slides 


Collins, Francis (NIH/OD) [E] Tabak, 
reire, Maria 
Parker, Ashley (NIH/OD) [E] 


; Patterson, Amy (NIH/NHLBI) [E] 


Dear All, 


Maria and David suggested that | send the current version of the Emerging Variant proposal to all of you as we will be 
discussing it this afternoon. 


Please let me know if you have any questions, so that | might be able to connect with the team if needed. 


Best regards, 
Joe 


APARO000004930 


From: Wholley, David (FNIH) [T] <; 
Sent: Wednesday, December 23, 2020 1 
To: Collins, Francis (NIH/OD) [E] 
Cliff (NIH/NIAID) [E aria (FNIH) (T] ¢ 
(NIH/NCATS) [E Parker, Ashley (NIH/OD) [E 
(NIH/OD) [E] Patterson, Amy (NIH/NHLBI) [E] 
Cc: Menetski, Joseph (FNIH) [T] ¢, eae 
Subject: 12/23 war room slides 


ristopher 
Anderson, James 


Please see attached the slides for our war room today at 5:30 PM, Wednesday, December 23. Joe Menetski will be 
joining us for the first half of the meeting to discuss the variant testing proposal. 


David Wholley 
Senior Vice-President, Research Partmerships 
oundation for the National Institutes of Health 


ib. 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


dn 2019, the 
as an organiz 


H earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
tion that exceeds industry standards. 
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From: Hawk, Harrison [hhawk @deloitte.com] 
Sent: 12/23/2020 7:26:26 PM 
To: Alvarez, Rosa Maria [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user706e5647]; Colvis, Christine (NIH/NCATS) [E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Menetski, Joseph (FNIH) [T] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af$2dc4a427ea3d34fle072f8cb7-menetskijp]; Young, John 
li ; Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
ients/cn=4b7 e84cce098457 896b2df19fa17 2cB7 - ccolvis]; 
b6 of _} Nancy Haigwood 
‘o=Excl angeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=03d589f440d84691ac0a530e4ba6cebS-haigwoon.oh];! 
USARMY MEDCOM USAMRIID (USA); : 
Charette, Marc (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a7fa2baf95 1848b5bf1f76a049a0eca6-charettemf]; Hild, Sheri (NIH/OD) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=edd7f1939fb94be3bf063f925ac15f02-hildsa]; Florence, Clint (NIH/NIAID) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Rodriguez, Robin D 
|; Anderson, James (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(F =Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Parker, Ashley 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9S5aaaafeO6ebd70-parkeras]; Ottinger, Elizabeth 
(NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingerea]; Gatto, Gregory 
} Jonson, Samantha (NIH/NCATS) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn= Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Connelly, Sarah 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3ed93bab] 


Subject: Canceled: ACTIV Preclinical - In Vivo Strategy 
Location: https://deloitte.zoom.ug 

Start: 1/1/2021 3:00:00 PM 

End: 1/1/2021 4:00:00 PM 


Show Time As: Free 


Recurrence: (none) 


Password: 
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Phone one-tap: 


mod 
oO 


Join by Telephone 
Dial: 


Meeting ID; 


Password 


Zoom technology includes options for recording a meeting. If a meeting is being recorded, an audio and/or visual 
warning will be provided when you join a recorded meeting. A warning will also be provided if recording commences 
after you have joined the meeting. If you continue to participate in the meeting following these warnings, your 
participation will serve as your express consent to such recording. 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"), Each Deloitte member firm is a separate legal entity and a member of DTTL. DTTL does not 
provide services to clients. Please see www.deloitte.com/about to learn more. 


v.E.L 
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From: Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
Wop Boies Port ichs -RECIPIENTS/CN=SO01AFS2DC4A427EA3D34F1E072F8CB7-MENETSKIJP] 


Sent: 
To: 


“eVDIBOHESSePDLTY/en Recipients/cn=48e35ab1d3044465a7790ee4dedSbc32-rbaric.emai]; 


ae Ottinger, Elizabeth (NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f9 7bedbef038d375cd7- ottingerea]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis); Hewitt, Judith (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Deming, Damon (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=8aSace9923ae415aa3d8Sac09cb76f85-DEMINGD. fda]; 
} Parker, Ashley (NIH/OD) [E] 


xchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn: Recipients/cn=306b2244466140faa95aaaafeOGebd70-parkeras]; 

Adams, Peter (OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/c! cipients/cn=f6e22f801f9146ef90116c4311c6f3ee-Peter.Adams]; Rao, Srinivas 
Qashu, Felicia (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
447a553f44696b2c79484d90e4 1eS-qashut 
IV USARMY MEDCOM USAMRIID (USA) 
Punturieri, Antonello (NIH/NHLBI) [E] [/o: xchangeLabs/ou=| Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ca7f3106e5f24bScb5e933c6ee7a6bc7-punturieria]; Mason, Stephen 
Charette, Marc (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=a7fa2baf951848bSbf1f76a049a0eca6-charettemf]; Fessel, Josh 
(NIH/NHLBI) [E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYOIBOHF23SPDLT) )/cn=Recipients/cn=294e2bb481d94b83a1917f15338dfe19-fesseljp]; 
umsden, Joanne (NIH/NCATS) [C] [/o=ExchangeLabs/ou=Exchange A 
(FP T)/cn=Recipients/cn=1be900c2388d41f48e3f2cbcb2fed349-lumsdenjm] 
Subject: RE: ACTIV Preclinical full working group 


Attachments; PRECLINICAL _Working Group_Agenda_20201125_v1.pptx; 11.19 ACTIV Leadership Team Meeting 20201118_vF,pdf 


Dear Preclinical working group, 


Please find attached the slides from today’s meeting and from the LT meeting last Thursday. Please feel free to send me 
any thoughts or questions about either of these. 


As | mentioned at the meeting, please keep these to ACTIV business, they are not meant for distribution, 


Best regards, 
Joe 
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From: Hawk, Harrison [hhawk@deloitte.com] 

Sent: 12/23/2020 5:37:08 PM 

To: Alvarez, Rosa Maria [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user706e5647]; Colvis, Christine (NIH/NCATS) [E] 

(o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Menetski, Joseph (FNIH) [T] 

(o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Young, John 

; Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative 

ipi 2df19fa172c87-ccolvis]; 

i Nancy Haigwood 


‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=03d589f440d84691ac0a530e4ba6cebS-haigwoon.oh’ 
USARMY MEDCOM USAMRIID (USA) 
Charette, Marc (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a7fa2baf95 1848b5bf1f76a049a0eca6-charettemf]; Hild, Sheri (NIH/OD) [E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=edd7f1939fb94be3bf063f925ac15f02-hildsa]; Florence, Clint (NIH/NIAID) [E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
n=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Rodriguez, Robin D 

|; Anderson, James (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Parker, Ashley 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO06ebd70-parkeras]; Ottinger, Elizabeth 
(NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingerea]; Gatto, Gregory 

} Jonson, Samantha (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Connelly, Sarah 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3ed93bab] 


Subject: ACTIV Preclinical - In Vivo 


Location: https://deloitte.zoom.us/ 
Start: 10/23/2020 2:00:00 PM 
End: 10/23/2020 3:00:00 PM 


Show Time As: Tentative 


Recurrence: — (none) 


Join Meeting 


Password: 021008 
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(b) (6) 
Phone one-tap: 


Join by Telephone 


Dial: 
(b) (6) 


Meeting ID: 


Password: 


Zoom technology includes options for recording a meeting. If a meeting is being recorded, an audio and/or visual 
warning will be provided when you join a recorded meeting. A warning will also be provided if recording commences 
after you have joined the meeting. If you continue to participate in the meeting following these warnings, your 
participation will serve as your express consent to such recording. 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DTTL. DTTL does not 
provide services to clients. Please see www.deloitte.com/about to learn more. 


v.E.1 
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From: Hawk, Harrison Rhawkehdalottte, com] 


Sent: 12/14/2020 
To: Young, John Connelly, Sarah | /o=ExchangeLabs/ou= Exchange Administrative Group 
(FYDIBOHF23SPDLT)/en= ‘ecipients/cn=user3ed93bab];i_ __.» Hewitt, Judith (NIH/NIAID) [E] 


(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; | 
Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou= Exchange ‘Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fal72c87-ccolvis]; Menetski, Joseph (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp}; Ottinger, Elizabeth 
(NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
=Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingerea]; Rodriguez, Robin D 
jonson, Samantha (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Parker, Ashley (NIH/OD) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Hild, Sheri (NIH/OD) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=edd7f1939fb94be3bf063f925ac15f02-hildsa]; Florence, Clint (NIH/NIAID) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
ipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Mason, Stephen 


Subject: i 
Attachments: 20201210_ACTIV Preclinical_Data Portal Implementation Notes.docx 
Hi all, 


Please see attached for notes from our meeting on 12/10. Let me know if you have any suggested additions or 
modifications. 


Best, 
Harrison 


Harrison Hawk 
Deloitte Consulting LLP 


www.deloitte.com 


-----Original Appointment-—— 
From: Hawk, Harrison 

Sent: Thursday, October 15, 2020 5:33 PM s 

‘oung, John; Hawk, Harrison; Connelly; J Hewitt, Judith 
(NIH/NIAID) [E]; '} Gatto, Gregory; Colvis, Christine (NIH/NCATS) [E]; Menetski, Joseph (FNIH) [T]; 
Ottinger, Elizabeth (NIH/NCATS [E]; Rodriguez, Robin D; Jonson, Samantha (NIH/NCATS) [E]; Parker, Ashley (NIH/OD) [E]; 
Hild, Sheri (NIH/OD) [E]; Florence, Clint (NIH/NIAID) [E]; Mason, Stephen 

Subject: Data Portal Implementation 

When: Thursday, December 10, 2020 9:00 AM-10:00 AM (UTC-05:00) Eastern Time (US & Canada). 

Where: https://deloitte.zoom.u: 
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Join Meeting 


Password: 


H j 
Phone one-tap: i b6 i 


Join by Telephone 


Dial: 


Meeting ID: 


Password: 


international numbers 


Zoom technology includes options for recording a meeting. If a meeting is being recorded, an audio and/or visual 
warning will be provided when you join a recorded meeting. A warning will also be provided if recording commences 
after you have joined the meeting. If you continue to participate in the meeting following these warnings, your 
participation will serve as your express consent to such recording. 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"), Each Deloitte member firm is a separate legal entity and a member of DTTL. DTTL does not 
provide services to clients. Please see www.deloitte,com/about to learn more. 


v.E.I 
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From: Hawk, Harrison [hhawk@deloitte.com] 
Sent: 11/16/2020 9:26:50 PM 
To: Connelly, Sarah [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=user3ed93bab]; 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; i 
_4; Young, John i. ; Colvis, Christine (NIH/NCATS) [E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Menetski, Joseph (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Ottinger, Elizabeth 
(NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingerea]; Wholley, David (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd); Rodriguez, Robin D 

lonson, Samantha (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
( )/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Hild, Sheri (NIH/OD) [E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=edd7f1939fb94be3bf063f925ac15f02-hildsa]; Florence, Clint (NIH/NIAID) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
ipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Mason, Stephen 


Hewitt, Judith (NIH/NIAID) [E] 


Subject: RE: Data Portal Implementation 
Attachments: 20201113_ACTIV Preclinical_Data Portal Implementation_Notes_vF.docx 


Hi all, 
Please find the notes from our meeting on 11/12 attached. Let us know if you suggest modifications. 


Thanks, 
Harrison 


From: Hawk, Harrison 
Sent: Wednesday, November 11, 2020 6:13 PM 

To: Connelly, Sarah; lewitt, Judith (NIH/NIAID) [E Gatto, Gregory; Young, 
John; Colvis, Christine (NIH/NCATS) [E]; Menetski, Joseph (FNIH) [T]; Ottinger, Elizabeth (NIH/NCATS [E]; 

‘odriguez, Robin D; Jonson, Samantha (NIH/NCATS) [E]; Parker, Ashley (NIH/OD) [E]; Hild, Sheri 
(NIH/OD) [E]; Florence, Clint (NIH/NIAID) [E]; Mason, Stephen 

Subject: Data Portal Implementation 

When: Thursday, November 12, 2020 9:00 AM-10:00 AM (UTC-05:00) Eastern Time (US & Canada). 

Where: https://deloitte.zoom.us/ 


Hi all, 


Please see below for the agenda for tomorrow’s Data Portal Implementation meeting. Let us know ahead of time if you 
have any questions or would like to suggest modifications. 


Thanks, 
Harrison 
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Agenda Topic Duration | Facilitator 
New animal model webpage updates 10 mins Fpbbiatel 
Jonson 
Discuss new additions to page (including the viral reference strain recommendation 20 mins Samantha 
criteria, mouse model literature) Jonson 
7 Jay 
Updates on the NHP study-level data portal 10 mins Rappaport 


Join Meeting 


Password: i 


Phone one-tap: i b6 i 


Join by Telephone 


Dial: 


Meeting ID: 


Password: 


International numbers 


Zoom technology includes options for recording a meeting. If a meeting is being recorded, an audio and/or visual 
warning will be provided when you join a recorded meeting. A warning will also be provided if recording commences 
after you have joined the meeting. If you continue to participate in the meeting following these warnings, your 
participation will serve as your express consent to such recording. 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


APARO0000004943 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DITL. DTTL does not 
provide services to clients. Please see www.deloitte.com/about to learn more. 


V.E.1 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF28414883D0B6996D677257-WHOLLEYD] 


Sent: 4/29/2020 7:43:17 PM 

To: Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466 140faa9SaaaafeO6ebd70-parkeras]} 

Subject: RE: any word on how the meeting went today? 


Oh yes, that’s why | asked. thanks 


From: Parker, Ashley (NIH/OD) (E]. 

Sent: Wednesday, April 29, 20: 
To: Wholley, David (FNIH) [T] 
Subject: RE: any word on how the meeting went today? 


Nothing as of yet. Did you see the note that Francis was no longer presenting ACTIV? The focus is only on vaccines. 


From: Wholley, David (FNIH) [T] H 
Sent: Wednesday, April 29, 202 
To: Parker, Ashley (NIH/OD) [E] 
Subject: any word on how the meeting went today? 


boat 


David Whotley 
Senior Vice-President, Research Partnerships 
i he National Institutes of Health 


11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


Jat 2019, the FNIH earned the highest rating from Charity Navigator far the fifilt consecutive pear and was recognized 
as an organization that exceeds industry standards. 


APAROO000004950 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 4/29/2020 1:19:52 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d] 


cc: Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras) 
Subject: RE: Update ACTIV Partner Slide 


Thanks, everyone! 


From: Wholley, David (FNIH) [T] 4 
Sent: Tuesday, April 28, 2020 8:13 PM 

To: Gonzalez, Nina <ningonzale: i 
Cc: Collins, Francis (NIH/OD) [E] ¢ 
Subject: RE: Update ACTIV Partner Slide 


Parker, Ashley (NIH/OD) [E] 


Formatting on the logos for BARDA and EMA looked a little off, so | fixed ‘em. 


From: Gonzalez, Nina <ningonzalez@deloitte.com> 
Sent: Tuesday, April 28, 2020 7:57 PM 

To: Wholley, David (FNIH) [T] 
Cc: Collins, Francis (NIH/OD) [E] 
Subject: RE: Update ACTIV Partner 


Parker, Ashley (NIH/OD) [E! 


Hi David — 
See attached revised partner slide with addition of Nancy Messonnier from CDC. 
Let me know if you need anything else. 


Nina Gonzalez 


Nina Gonzalez 

Deloitte Consulting LLP 
Tel/Direct: +1 202 748 5 
ningonzalez@deloitte.com | www.deloitte.com 


Please consider the er 


From: Wholley, David (FNIH) [T] 4 
Sent: Tuesday, April 28, 2020 7:38 PM 
To: Gonzalez, Nina <ningonzale: 
Cc: Collins, Francis (NIH/OD) [E] 
Subject: [EXT] FW: Update ACTIV Partner Slide 


Parker, Ashley (NIH/OD) [E] { 


Yes, forwarding to our engagement lead, Nina Gonzalez, to get this done. 
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From: Parker, Ashley (NIH/OD) [E] < 
Sent: Tuesday, April 28, 2020 7:03 PM 
To: Wholley, David (FNIH) [T] 
Cc: Collins, Francis (NIH/OD) [E] ¢ 
Subject: RE: Update ACTIV Partner 


eorge, Jill (NIH/OD) [E] ae 


Hi David, 


Can the Deloitte team please update the partner slide to include CDC? Francis has already sent the slides forward for 
the WH briefing tomorrow but the logo and contact will need to be added for the presentation to Congress Thursday, 
4/30. Can we have a updated version by tomorrow morning? 


'm attaching the most recent version. 


Thank you, 
Ashley 


From: Parker, Ashley (NIH/OD) [E] 

Sent: Tuesday, April 28, 2020 6:47 PM 
To: Wholley, David (FNIH) [T] {_.. 
Subject: RE: TIME SENSITIVE - WH Slides updated 


I’m looking back at the ACTIV press release 4/17 and noticed we had CDC listed as a partner. Is there a reason for 
omitting them on the partner slide? Nancy Messonnier is the person we have representing CDC on the master list. 


Thanks, 
Ashley 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DTTL. DTTL does not 
provide services to clients. Please see www.deloitte.com/about to learn more. 


v.E.1 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 4/28/2020 9:09:53 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras] 

Subject: RE: DoD Representatives 


Given Ashley has answered you on this I assume she is working it. Let me know if I am mistaken. 


cone Original Message----- 
From: Collins, Francis (NIH/OD) [E]{ 
Sent: Tuesday, April 28, 2020 5:05 
To: Parker, Ashley (NIH/oD) [E: 
Subject: RE: DoD Representative: 


5. bar 
wholley, David (FNIH) [T] 


Can I get this ASAP? Otherwise I'm going to miss the window for the WH slides..... 


bebankeg Original Message----- 
From: Collins, Francis (NIH/OD) [E] 

Sent: Tuesday, April 28, 2020 4:31 PM 
To: Parker, Ashley (NIH/oD) (e 
Subject: FW: DoD Representatives 


Wholley, David (FNIH) [T] 


Can we quickly add Brigadier General Talley and DoD to the ACTIV roster slide? I'd like to be able to 
show we're connected -- BG Talley will be in the room tomorrow at the WH. 


FC 


States Original Message----- 

From: Lane, Cliff (NIH/NIAID) [Ee] f 
Sent: Tuesday, April 28, 2020 4:26 PM 
To: Collins, Francis (NIH/oD) [e] 
Wholley, 


Tabak, Lawrence (NIH/oD) [E] 
7: ; Freire, Maria (FNIH) [T] 


BG Talley concurs with the following nominees to support the ACTIV 
initiative: 


Executive Group: BG Talley (Dr. Dertzbaugh backup), 


Preclinical: Dr. Louise Pitt, USAMRIID 
Clinical: CAPT Tim Burgess, USUHS, % 


Vaccines: Dr. Nelson Michael, WRAIR, | 
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From: Marston, Hilary (NIH/NIAID) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AB306609 17B942FFBASAE95D631116F3-MARSTONHD] 


Sent: 4/28/2020 9:52:08 PM 

To: Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras] 

Subject: Re: ACTIV background slides 


Thanks Ashley! 


On 4/28/20, 5:47 PM, “Parker, Ashley (NIH/oD) [E 


Please see attached slides for Dr. Collins’ WH briefing tomorrow slide 1 is a updated partnership 


slide. 


Thanks, 
Ashley 


CS ratetatal Original Message----- 
From: Marston, Hilary (NIH/NIAID) [E] 
Sent: Tuesday, April 28, 2020 11:20 AM 
To: Parker, Ashley (NIH/OD) [E] 
Subject: Re: ACTIV background s14aes 


Sounds great to me, thanks. 


On 4/28/20, 11:12 AM, "Parker, Ashley (NIH/OD) [E]" wrote: 


Hi Hilary, 


Sounds like a great plan. Please see attached slides that were presented at the ACTIV leadership 
meeting on 4/22. We are in the process of updating slide 2 to include additional partners -- I will 
share once this is ready. 


It may be a good idea to keep the lines of communication open between OD and NIAID to share 
materials that are presented outside of NIH. If you agree -- we can be the Pocs for cross sharing. 


Thanks, 
Ashley 


o---- Original Message----- 
From: Marston, Hilary (NTH/NIATD) fe] 
Sent: Tuesday, April 28, 2020 10:54 
To: Parker, Ashley (NIH/oD) te]? 
Subject: Re: ACTIV background slides 


Thanks Ashley - We anticipate future congressional hearings for ASF and want to make sure 
messaging is consistent with Dr. Collins. Even just the bullet points from the slides would be fine (and 
we can make our own visuals) 


On 4/28/20, 10:12 AM, "Parker, Ashley (NIH/OD) [E]" 
Hi Hilary, 


we have slides that Francis has presented to the leadership group and we are editing a few 
slides for the WH briefing tomorrow. I think we can share some that we have but will need to know who 
will be using them and for what platform to ensure we are not duplicating. 


Happy to chat if needed. 


Thanks, 
Ashley 


tenet Original Message----- 
From: Marston, Hilary (NIH/NIAID) [E] 
Sent: Tuesday, April 28, 2020 1 
To: Parker, Ashley (NIH/oD) [E] 
Subject: FW: ACTIV background s1iaé 


Ashley, do you have slides that would fit the bill? 


On 4/28/20, 10:05 AM, “Wholley, David (FNIH) [T]" 


APARO000004963 


Hilary, could I ask that you please contact Ashley Parker in OD about this? 


oon Original Message----- 
: Marston, Hilary SNTH/NTATD) fe] f 
Tuesday, April 28, 2020 9:24 al 
To: Wholley, David (FNIH) (t] 
Subject: ACTIV background slides: 


David do you have any ACTIV overview slides handy? For a lay audience that is new to the 
PPP but savvy re COVID 


APARO0000004963 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 9/17/2020 1:47:34 AM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Parker, Ashley 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras}; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: FW: OWS Board Materials 

Attachments: 2020-09-18 OWS board briefing Vx Tx overview v.3.pdf; BLAZE-1 PR 9.16.20 FINAL.pdf 


FYI. Confidential as usual. 


From: Morris, Katy (HHS/IOS) {_ 
Sent: Wednesday, September 16, 2020 
Subject: OWS Board Materials 

All, 

Please see attached for OWS Board Materials. 
Thank you, 

Katy Covey Morris 


Deputy Scheduler 
The Department of Health and Human Services 


APARO000004969 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 9/13/2020 7:30:01 PM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7 ee770-tabakl]; Anderson, James (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Parker, Ashley 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras] 

Subject: FW: OWS Board Slides 

Attachments: 2020-09-11 OWS board briefing Vx Tx overview Final.pdf; OWS Board Weekly (September 11 2020).pdf; 2020-09-10- 
2039- Moderna Ph3 current status - vF.pdf 


Confidential, as usual. 


From: Morris, Katy (HHS/IOS) 
Sent: Sunday, September 13, 2020 3:10 PM 
Subject: OWS Board Slides 


Good Afternoon, 

| hope you are having a great weekend! Please see attached for OWS Board Slides. 
Sincerely, 

Katy Covey Morris 


Deputy Scheduler 
The Department of Health and Human Services 


APARO000004972 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 9/3/2020 2:43:40 AM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Tabak, Lawrence (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7 ee770-tabakl]; Anderson, James (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Parker, Ashley 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras] 

Subject: FW: OWS Board Materials 

Attachments: 2020-09-03 OWS board briefing Vx Tx overview v.1.pdf; OWS Board Weekly (September 03 2020).pdf; Slaoui.pdf 


Confidential as usual. This time the meeting is on Thursday (tomorrow). 


FC 


From: Morris, Katy (HHS/IOS) 
Sent: Wednesday, September 2, 2020 10: 
Subject: OWS Board Materials 

All, 

Please see attached for OWS Board Materials. 
Thank you, 

Katy Covey Morris 


Deputy Scheduler 
The Department of Health and Human Services 


APARO0000004976 


From: Collins, Francis (NIH/OD) [E) [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E1CA313F44CED9938E50D2FFOB6C2-COLLINSF] 

Sent: 8/28/2020 5:55:56 PM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3 7 70cfc7 ee770-tabak!]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeOGebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: FW: OWS Board Slides 

Attachments: 2020-08-28 OWS board briefing Vx Tx overview FINALv.2.pdf 


FYI, not for distribution.... 


From: Morris, Katy (HHS/IOS) 4. 
Sent: Friday, August 28, 2020 1:50 PM 
Subject: OWS Board Slides 


Good Afternoon, 

Please see attached for OWS Board Slides. 
Have a great weekend, 

Katy Covey Morris 


Deputy Scheduler 
The Department of Health and Human Services 


APARO000004981 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E1CA313F44CED9938E50D2FFOB6C2-COLLINSF] 

Sent: 8/21/2020 11:46:28 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
[E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7 ee770-tabakl]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Anderson, James (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm); Parker, Ashley 
(NIH/OD) [E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466 140faa9Saaaafe06ebd70-parkeras] 

Subject: OWS Board presentation for later this morning 

Attachments: 2020-08-21 OWS board briefing Vx Tx overview Final.pdf 


APAROO000004984. 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E1CA313F44CED9938E50D2FFOB6C2-COLLINSF] 


Sent: 8/15/2020 1:54:01 PM 

To: Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras) 

cc: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd); Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Tabak, Lawrence (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!]; Anderson, James (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: RE: OWS Board Update Slides 


There was no real time meeting this week. That only happens on alternate weeks. 


From: Parker, Ashley (NIH/OD) [E]! 
Sent: Saturday, August 15, 2020 
To: Collins, Francis (NIH/OD) [E 
Cc; Freire, Mari: 
(NIH/NCATS) [E 


1 
Whalley, David (FNIH) | 
Lane, Cliff (NIH/NIAID) [E] f 


rely jAustin, Christopher 
Tabak, Lawrence (NIH/OD) 


Merk is listed as under consideration for ACTIV-2 — slide 9. Did the decision for them to pull out and run on their own 
come up at all? 


Ashley 


On Aug 15, 2020, at 9:03 AM, Collins, Francis (NIH/OD) [E] 4 wrote: 


FYI, as usual these are confidential 


From: Morris, Katy (HHS/IOS) 4 
Sent: Friday, August 14, 2020 4: 
Subject: OWS Board Update Slides 

Good Afternoon, 

Please see attached for OWS Board Update Slides. 
Have a great weekend, 

Katy Covey Morris 


Deputy Scheduler 
The Department of Health and Human Services 


APAROO000004986 


<2020-08-14 OWS board briefing Vx Tx overview Final.pdf> 


APARO000004986 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E1CA313F44CED9938E50D2FFOB6C2-COLLINSF] 

Sent: 8/7/2020 1:15:11 PM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Menetski, Joseph (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34fle072f8cb7-menetskijp); Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Tabak, Lawrence (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!]; Anderson, James (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Parker, Ashley 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeOGebd70-parkeras] 

Subject: today's OWS presentation -- confidential 

Attachments; 2020-08-07 OWS board briefing Vx & Tx Final v.2.pdf 


Here you go. Comments before 10 AM would be welcome. 


FC 


APAROO000004989 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 8/2/2020 4:57:21 PM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7 ee770-tabakl]; Anderson, James (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Parker, Ashley 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras] 

Subject: FW: OWS Board Update Slides 

Attachments: OWS Board Weekly (July 31 2020).pdf; 2020-07-31 OWS board briefing Vx & Tx overview.pdf 


FYI, worth looking at.... 


From: Morris, Katy (HHS/IOS) + 
Sent: Saturday, August 1, 2020 17:44 AM 
Subject: OWS Board Update Slides 

Good Morning, 

Please see attached for OWS Board Update Slides. 
Have a great weekend, 

Katy Covey Morris 


Deputy Scheduler 
The Department of Health and Human Services 


APARO000004996 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E1CA313F44CED9938E50D2FFOB6C2-COLLINSF] 

Sent: 7/19/2020 7:57:25 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabce42247548e596778304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe0Gebd70-parkeras]; Menetski, Joseph (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp) 

Subject: FW: Weekly OWS Update 

Attachments: OWS Board Weekly (July 17 2020)final.pdf; 2020-07-17 OWS board briefing Final.pdf 


FYI and not for further distribution. 


I'm puzzled by the reference in the second pdf about announcement of a contract with Pfizer next 
week, Huh? 


FC 


From: Tignor, Beth (HHS/I0S); 
Sent: Sunday, July 19, 2020 1 


To: Tignor, Beth (HHS/IOS| 
Ce: Morris, Katy (HHS/IOS); 
Subject: Weekly OWS Update 


Please find attached this week's update from the OWS Team. 
Best wishes 


Beth Tignor 
Director of Scheduling 


Ith and Human Services 


Confidential and pre-decistonal communication 


APAROO00005000 


From: Collins, Francis (NIH/OD) [E) [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E1CA313F44CED9938E50D2FFOB6C2-COLLINSF] 

Sent: 7/24/2020 4:12:09 PM 

To: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd); Menetski, Joseph (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp}; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Anderson, James (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Parker, Ashley 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras] 

Subject: RE: OWS 

Attachments; OWS board briefing - 2020-07-22,pptx 


So sorry, moving too fast... 


From: Tabak, Lawrence (NIH/OD) [E]__ 

Sent: Friday, July 24, 2020 9:53 AM 

To: Collins, Francis (NIH/OD) [E] ¢ | Freire, Maria (FNIH) [T] ¢ 
Menetski, Joseph (FNIH) [T] < “be 

, Cliff (NIH/NIAID) [E) 


™|Wholley, David 
} ‘Austin; Christépher (NIH/NCATS) [E] 
on, James (NIH/OD) [E] 


} Parker, Ashley (NIH/OD) [E]} b6 j 
No attachment 
From: Francis Collin: 
Date: Friday, July 24, 2020°St 9:5 
To: "Freire, Maria (FNIH) [T]"{ “Wholley, David (FNIH) [T]' 
"Menetski, Joseph (FNIH) [T] -b6 "Tabak, Lawrence (NIH/OD) [E] 
k a. “be “Austin, Christopher (NIH/NCATS) [E]"{~ he SSsC "Lane, Cliff 
NIA/NIAID) TE" <i "Anderson, James (NIH/OD)[E]"? 
"Parker, Ashley (NIH/OD) [E]" < b6 ! 
Subject: OWS RRERAIEEEA RR Te aR 


This just in. Not for distribution. | haven't reviewed yet. Meeting starts at 10 AM. Send me e-mail if you see something 
outrageous that | might want to comment on during the Board meeting. 


FC 


APAROO000005003 


